^ »^ PATENT COOPERATION TREATY 

From the 

INTERNATIONAL SEARCHING AUTHORITY 



To: 

MARKS. COHEN 

EITAN, PEARL, LATZER & COHEN ZEDEK LLP 
10 ROCKEFELLER PLAZA 
SUITE 1001 

NEW YORK, NY 10020 



PCX 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 

(PCTRule 43bisA) 



Applicant's or agenf s file reference 
P-7562-PC 



Date of mailing 
iday/month/year) 



2 8 NIAR 2005 



FOR FURTHER ACTION 

See paragraph 2 below 



International application No. 
PCT/US05/00884 



International filing date (day/monih/year) 
12 January 2005 (12.01.2005) 



Priority dale {day/month/year) 
12 January 2004 (12,01.2004) 



International Patent Classification (IPC) or both national classification and IPC 
jPCg^Aei F 2/02: A61K 47/30 and US CI.: 424/426. 514/7723 



Applicant 
UNIVERSITY OF PENNSYLVANU 



1 . This opinion contains indications relating to the following Items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and indushial applicability 
Lack of unity of invention 

Reasoned statement under Rule 436/s.l(a)(i) with regard to novelty, invenUve step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 

2. FURTHER ACTION . . 
If a demand for international preliminary examination is made, this opinion will be considered to be a written opmion of the 
iLer^ZLl P«SS^^^ Mmority ("IPEA»') except that this does not app y where ti.e ^PP^^^^^^^^^ 
^Soihi^^ than t^one to be the IPEA and the chosen IPEA has notified the Memational Bureau under Rule e6.\bis(b) 
that written opinions of this International Searching Authority vAW not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPEA. the ^PP^i^^^^J^ 
PE^a Sen^^^ where appropriate, with amendments, before the expiration of 3 months from the date of ma.lmg 

of Fmro PCT/ISAA220 or before the expiration of 22 months from the priority date, whichever expires later. 
For further options, see Fbnn PCT/ISA/220. 

3. For finther details, see notes to Form PCT/ISA/220. 
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P.O. Box 1450 

Alexandria, Virginia 22313-1450 
FacsimUe No. (703) 305-3230 



AuthoHzedofficer"0^;^^ 
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Form PCT/ISA/237 (cover sheet) (January 2004) 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 


International application No. 
PCT/US05/00884 


Box No. I Basisof this opinion 


1. With regard to the language, this opinion has been established on the basis of the international application in the language in which it 
was nied, unless otherwise indicated under this Item. 


CD This opinion has been established on the basis of a translation from the original language into the following language 

which is the language of a translation furnished for the purposes of international search (under Rules 12.3 and 23.1(b)). 


2. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessary to the claimed 
invention, this opinion has been established on the basis of: 


a. type of material 




n a sequence listing 




1 1 table(s) related to the sequence listing 




b. format of material 




1 1 in written format 




1 1 in computer readable form 




c. time of filing/iiimishing 




1 1 contained in international application as filed. 




1 1 filed together with the international application in computer readable form. 


1 1 furnished subsequently to this Authority for the purposes of search. 




3. Q In addition, in the case that more than one version or copy of a sequence listing and/or table relating thereto has been filed 
or ftimished, the required statements that the information in the subsequent or additional copies is identical to that in the 
application as filed or does not go beyond the application as filed, as appropriate, were furnished. 


4. Additional comments: 





Form PCT/lSAy237(Box No. I) (January 2004) 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCT/US05/00884 



Box No. V Reasoned statement under Rule 43 bisA(di)(i) with regard to novelty^ inventive step or industrial 
applicability; citations and explanations supporting such statement 

1. Statement 



Novelty (N) Claims 14. 19. and 33 YES 

Claims 1-13. 15-18,21.32, 34-44 ^NO 

Inventive step (IS) Claims 14. 19. and 33 YES 

Claims 1-13. 15-18.21-32. 34-44 ^NO 

Industrial applicability GA) Claims h44 , YES 

Claims NONE NO 



2. Citations and explanations: 

Claims 1-13, 15-18, 21-32, 34-44 lack novelty under POT Article 33(2) as being anticipated by SIEGEL et al. 

SIEGEL et al disclose on implant of polylactide-co-glycolide, one phase of which has slow release, the otiier having a faster 
relcase( [0024]. The implant is speciiically indicated for treatment of psychotic disorders ([0021] & [0032]). Ratio of polylactide to 
polyglycolide is disclosed at [0023]. Percentage of drug is found at [0024]. The instant claims are anticipated by SIEGEL et al. 



Claims 1-13, 15-18, 21-32, 34-44 lack an inventive step urrier PCT Article 33(3) as being obvious over SIEGEL et al. 

SIEGEL et al disclose an implant of polylactide-co-glycolidc, one phase of which has slow release, the other having a faster release( 
[0024]. The implant is specifically indicated for treatment of psychotic disorders ([0021] & [0032]). Ratio of polylactide to 
polyglycolide is disclosed at [0023]. Percentage of drug is found at [0024]. The instant claims are anticipated by SIEGEL et al. 



' Claims 14, 1 9, and 33 meet the criteria set out m PCT Article 33(2H3), because the prior art does not teach or fairly suggest 
an implant of these specific dhnensions or the serum level where treatment would be indicated. 

Claims M4 meet the criteria set out in PCT Article 33(4), and thus have industrial applicability because the subject matter 
claimed can be made or used in industiy as a treatment of psychotic diseases. 
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1 . This opinion contains indications relating to the following items: 

Basis of the opinion 
Priority 

Non-establfehment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule «6/5.1(a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting sudi statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international applicaUon 

that^vrittenopinionsof thislntematiraal Searching Authority will not be so considered. 

Of F^TSaS2^^^^^^ the expiration of 22 months fix>m the priority date, whichever expires later. 
For further options, see Fonn PCT/ISA/220. 

3. For fialher details, see notes to Form PCT/ISA/220. 
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lutemational application No. 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



PCTA;S05/00884 



Box No. I Basis of this opinion 



1 . With regard to the language, this opinion has been established on the basis of the international application in the language in which it 
was filed, unless otherwise indicated under this item. . 

□ This opinion has been established on the basis of a translation firom the original language into the following language . 



which is the language of a translation furnished for the purposes of international search (under Rules 12.3 and 23. 1 (b)). 

2. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessary to the claimed 
invention, this opinion has been established on the basis of: 

a. type of material 

I I a sequence listing 

I I table(s) related to the sequence listmg 

b. format of material 

I I in written format 

I I in computer readable form 

c. time of flling/iWnishing 

I I contained in international application as filed. 

I I filed together with the international application in computer readable form. 
I I furnished subsequently to this Authority for the purposes of search. 



3. Q In addition, in the case that more than one version or copy of a sequence listing and/or table relating thereto has been filed 

or furnished, the required statements that the information in the subsequent or additional copies is identical to that in the 
application as filed or does not go beyond the application as filed, as appropriate, were furnished. 

4. Additional comments: 
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Box No. V Reasoned statement under Rule 43 6^.1(a)(i) >vitb regard to novelty » inventive step, or industrial 
appiicabUity; citations and explanations supporting such statement 

I, Statement 

NoveJty 0^0 

Inventive step (IS) 



Industrial applicability (lA) 



Claims 


14. 19. and 33 


YES 


Claims 


1-13. 15.1g. 21-32. 34-44 


NO 


Claims 


14. 19, and 33 


YES 


Claims 


1-13.15.18.21-32.34-44 


NO 


Claims 
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YES 


Claims 


NONE 


NO 



2. Citations and explanations: 

Claims 1-13, 15-18, 21-32, 34-44 lack novelty under POT Article 33(2) as being anticipated by SIEGEL et al. 

SIEGEL et al disclose an implant of polylactide-co-glycolide, one phase of which has slow release, the other having a faster 
release( [0024]. The implant is specifically Indicated for treatment of psychotic disorders ([0021] & [0032]). Ratio of polylactide to 
polyglycoUde is disclosed at [0023]. Percentage of drug is found at [0024]. The instant claims are anticipated by SIEGEL et al. 



Claims 1-13, 15-18, 21-32, 34-44 lack an inventive step under PCT Article 33(3) as being obvious over SIEGEL et al. 

SIEGEL et al disclose an implant of polylactide-co-glycolide, one phase of which has slow release, the other having a faster releasc( 
[0024]. The implant is specifically indicated for treatment of psychotic disorders ([0021] & [0032]). Ratio of polylactide to 
polyglycoUde is disclosed at [0023]. Percentage of drug is found at [0024]. The instant claims are anticipated by SIEGEL et al. 



Claims 14, 1 9, and 33 meet the criteria set out in PCT Article 33(2)-(3), because the prior art does not teach or fairly suggest 
an implant of these specific dimensions or the serum level where treatment would be indicated. 



Claims M4 meet the criteria set out in PCT Article 33(4), and thus have industrial applicability because the subject matter 
claimed can be made or used in industry as a treatment of psychotic diseases. 
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